Reporting Adverse

Reactions:
MedWatch Form FDA 3500A

Jacque Polder, BSN, MPH

Su Wang, MD MPH
FDA

Centers for Biologics Evaluation and Research (CBER)
Office of Biostatistics and Epidemiology

Therapeutics and Blood Safety Branch




MedWatch and HCT/P Safety

e With MedWatch, FDA can detect
trends across the country that may not
be identified at an individual site.

e Goal of HCT/P survelllance Is to
prevent additional adverse reactions.




It Is a reportable HCT/P
adverse reaction, now what do | do?

@You have 15 days from receipt of information

& Use Form FDA 3500A (MedWatch)

Obtain from CBER or electronically from:
www.fda.gov/medwatch or www.hhs.gov/forms




MedWatch forms: http://www.fda.gov/medwatch/

FDA U.S. Food and Drug Administration

FD& Home Padge | About MedWatch | Contact MedWatch | MedWistch Pattners

Search MedWatch

e\ The FDA Safety Information and
_Mwﬂ:ﬂ Adverse Event Reporting Program G- |

MedWatch Safety Submit How To Download
Home Information Report Report Forms

Join the E-list Welcnm_e to MedWatch, your Internet g_ateway for timely safety
Gt safety alerts by o.rmail information on the drugs and other medical products regulated by
ShtealE Dy el the U5 Food and Drug Administration.

What's New

- Safety Information Medical Product
Cordarone {amiodarone HCIj - Mew -
Medication Guide issued, to be Reporting
provided with each prescription ;
dispensed to patients.
(Fosted 01/10/2005)

Avastin (hevacizumah) - YWARMNINGS
PRECALUTIONS, ADVERSE EVENTS,
and DOSAGE AND ADMIMISTRATION
sections of labeling updated to describe
arterial thromboembolic events when
Ayastin is used in combination with
intravenous S-fluorouracil-based
chemotherapy.

(Posted 01,/06/2005)

American Health & Herhs Ministry
Eye Rinse Products - “oluntary recall
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MedWatch
Form FDA
3500A

Page 1

Section A: Patient
Information

Section B: Adverse
Event, Product
Problem or Error
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&. Relevant Tests/Laboratory Data, Including Dates
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MedWatch
Form FDA

3500A
Page 1

For HCTP’s:

Use Section C
for Suspect
Medication(s)
not

Section D for
Suspect Device

2. B hE G Saegs
1 1

i Fivi
E. INITIAL REPORTER




Filling out
Section C.
for an HCT/P

&1 Tikialias Tendon

2. Dose, Frequency & Route Used

C1. Name, manufacturer

C3. Dates of Use:
#1 Date of implant

4. Diagnosis for Use (Tndication)

a4y BACL repalr

#2 Date of explant, if applies r-L

4y AZ2004-1264

C4. Diagnosis or Reason
for use

C6. Lot #

C SUSPECT HEDICATIDH{E]

. Hame [Give labeied strangth & mfrilabeler,

Section C - Help
, if knawmn ]

Jolntesave Company

Trﬂrar,' IZI.:i'c-1 l’
a for be firm,

lJ. "ZI-l

5. Event Abated After Use
Stopped or Dose Reduced?

#1 ves One O f'::i'i_"

Apply

5. Event Reappeared After
Reintroduction?

#1 Dh El Mo EI fi?rll
SRRy

10. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)
A0/

C7. Expiration #

C10. Concomitant
Medical Products

Cephalexin 500 mg po bid 11723

-11/30/04

(C2, C5, C8, C9 are not relevant for HCT/P’s)




D. SUSPECT PRODUCT(S)
I\/I e d Wat C h 1. Name, strength, manufacturer {from product label)

3500A

Frequency

Changes In this section:

3. Dates of Use(If unknown, give duratfon) fromdo for | 5. Event Abated After Use
best estimate) Stopped or Dose Reduced?

- #1 D Yes D Mo :
Section , D D Do
Suspect ® Remrosatont

s Oves o Joe:

7. Expiration Date a2 [ ves [Jmo

D9. NDC# ——

E. SUSPECT MEDICAL DEVICE




Section E.

E. INITIAL REPORTER

Initial Reporter

(Who reported 10 s
you) ——
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Section F:

For Use by User
Facility/Importer
(Devices Only)

Section G;:

All Manufacturers

Section H: Device
Manufacturers

Medication and Devics
Experlence Report
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MedWatch
Form
Form FDA
3500A

Page 2

Section G*

(Sections F and H are
for device
NERETERIES)

G. ALL MANUFACTURERS

1. Contact Office - Mame/Address [and Manufacturing Site

for Devices)

2. Phone Numbser

4. Date Received by
Manufacturer (moidayir)

6. If IND, Give Protocol

7. Type of Report
{Check all that apply)

[] 5-day [] 15-day
[[]10day [ ] Periodic
|:| Inttia |:| Follow-up #

pu

(ANDA #
IND #

PLA R

Fre-1938

OTC "
Product |:| i

|:| Yes

3. Report Source )
{Check ail that aoply)

|:| Foreign

[] study

|:| Literature

|:| Consumer

[ ] Health Professicnal
|:| LIser Facility

|:| Companmy
Reprezentative

|:| Distributor

|:| Oither:

9. Manufacturer Report Number

a. Adverse Event Termis)

* Wil be Section | In the Revised 3500A




Filling out MedWatch on-line (fillable pdf)

http://www.fda.gov/medwatch/getforms.htm

Saving andfor Refrieving your data can only be done with the full version of the Adobe Acrobat or the Adohe Approval and not with the free Adobe Reader.

Save Data | [ Print | [ mextPage | | RetrieveData | [ ResetForm | T I I L ey R
U.E. Department of Health and Human Services.

M w Fﬂl:'i use by nufr-err’fa\;:iiit'nu:::E e
importers, distributors and manufacturers == T
ED A rc" for MANDATORY reporting HENmporier Hepon

The FDA Safety Information and Ganeral Instructions

Page  of

Adverse Event Reporting Program e FDA Use Only
TN ENC LU TSI section A - Help C. SUSPECT MEDICATION(S) [JSUINeRGE @&
1. Patient ldentifier |2. Age at Time 3. Sex 4 Weight 1. Name [Give labeled strength & mitlabeler, i known)

of Event: j
or D Fermnale los il
Date i £ #2
In confidence of Birth: [ wae kgs — - -
. 2 Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM [R=I=lsilo]yl=l s (=111] I from/to (or best estimate)
#1 #1
1. D Adverse Event  andfor D Product Problem (e.g., defects/malfunctions )
2. Outcomes Aftributed to Adverse Event ] igailisy #2 2
{Check aff that apply) - Ee " 4. Diagnaosis for Use {indication) 5. Event Abated After Use
D Deattr D Congenital Anomaly Stopped or Dose Reduced?
T D Riequired intsrvention to Prevent il # [dves [Qne [ Dot
] vif=-trreatening Pemanent Impairment'Tamage 5o Apply
- i ; Doesn'
D Hospitalization - initial or prolonged D Other: £ Lot # (if known) 7. Exp. Date jf known) ez D bl D N Apply
3. Date of Event (moidawiear 4. Date of This Report (moiday/vear) #1 #1 8. bvent Reppeared After
Reintroduction?
a2 &2 # [dves e O i?ir
5. Describe Event or Problem . NDC# [For product problams only) 'H -
- s 22 [ ves [reo _:?;’;r'

10. Concomitant Medical Products and Therapy Dates (Exciuds treatment of event)

D. SUSPECT MEDICAL DEVICE  [ECECHIDEGES =

1. Brand Mame

2 Type of Device

USE BLACK INK




Where do | submit the
MedWatch form?

e Send 2 copies of each MedWatch report to:

Center for Biologics Evaluation and Research

HFM-210
1401 Rockville Pike, Suite 200N
Rockville, MD 20852




Common
MedWatch
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Device Section
filled out
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Common
MedWatch
Problems

Nonspecific product
name

No manufacturer
name

C. SUSPECT MEDICATION(S) Section C - Help

ngth & mfrdabeler, if known)

2. Dose, Frequency & Route Used

#1

4. Diagnosis for Use {lndication ) 5. Event Abated After Use
S5topped or Dose Reduce

a1 BCL repalr =
e 4 BY=mAx mEP
g. Lot # i known) 7. Exp. Date [if known}

5. Event Reappeared After
Reintroduction?

#1 [ves [dne [ _

10. Concomitant Medical Products and Therapy Dates (Exciude treatment of eveant)




L5 Depamreof ilsskn o0 d shomior Sewaea
§ WY Pt i
For usa by ussr-facilitics,

MEDWATCH mopnyiashos smd moviocruee s

The FO& Satety Informakion and Gireral inatriiciicers |I_ i .
Advance Ewent Rsporting Program Y e 1 e Ok Lite iy
2 Zry e ol Seclion © - Hep

£ Hawe |G absed rrangh £ viinisiar Sovven|

M TiEkialis Tendon s -
L
I Dok, Freguancy b Eaum aee 3 Theapy Duise | svmaer gie araien)
Ferd S BTELR
L4 M 13 s a0
i E ddveus Dvew  aeaiir D Pre=hisl Prasem 9 7 fefaorimaiese s
— o R P
i Caicawead Arrieried oo Advers Cvend ] roeseamy 2 W3 D200/ 200
(Check al A ama) o - i Ciagmeai for Uue jindienden T Dvari Aliusd Abar Das
[ e Lorcgen ul AzaTay A Binpped o Dos Recuced?
M E Fguired inders 5k o oo Pras s s " n'ﬂ-l n__"_ Diadass
D LB e ntaieg Paraset masririTurigs - Ao
- - Diztans
[ Vizspadisaton - inial or prainges ] e 8 Lok # o iman 7 Eup. Disle /& nmen i i [ v Clee Dm
[T Cum o Cxmmi rmceancwan # ALIOD4-L364 #i ) 0 | i E'\hi_'__l_k‘l_-\-lﬂ-ulg;ﬂ Akar
L L 30 2004 L3297 f 1a0d - - # Ol vex Clwe [ Dosnnt
N = = - S A
W Prmiosfewt i Pralligm # HECH e produ g onfd o 3
| = i v Clse I:l,,;""

o0 Corcamdinnd Belon Produos ared Toecspy Dodec | Do ivde v aimdns o ov it

Cachalexin 040 mg po bid 11733 -010 7/ 30 00

O. BUSPECT MEDNCAL DEVICE
£ Dewned Haras

BRAVO!

—
1 Taga ef Owvics

1 Braisimrer Fews. T wvd o

FLEASE TYPEOR USE BlLACK INK

4 Bedel @ Lot B Cparmer of Deiks
= ~ — = Dlmn Priamuoral
wtakog # Ot ]
i Du, JranFaseri
Zarind B Zekar Dﬂrrr
§ FWimplewsc, Goe D wmaesin 7. T Explamea, Ghve Ous L]

£ Armesw Teoialsberaiasy Dua Ircasding Duda

17/ 34 o = B bnchie 5 Segh-cas Dovia gl wan Begescdaned sro vaeed on s Foenem?
1 1 Ftaph snrwas
; Owa Owe

¥ Fievds iem e 0, Drie Haras 0ng Aogreee oi Bepesmaan

) Osmce Avallani for Srmeartan ™ O nel mad o FOW)

D fau D L8] D Faturmed o0 e e o
TTE T,

o Corcomitund Bedicw Producs ared Toeospy Daisn Cooat s Seatmam of e el

P CitsrRErewnd Sdarg. ircaeizg Preaciing Mescal Corefitiand (o g, sEvaer
AR, ERFLE Mok PRy T Saprs el dymleanica ATy




